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DETAILED ACTION 

Receipt is acknowledged of applicant's Power of Attorney filed 09/09/05 and 
12/10/04, Preliminary Amendment filed 09/14/04, Information Disclosure Statement and 
Petition to Make Special filed 04/26/05. 

Claim Rejections - 35 USC §112 

The following is a quotation of the second paragraph of 35 U.S.C. 112: 

The specification shall conclude with one or more claims particularly pointing out and distinctly 
claiming the subject matter which the applicant regards as his invention. 

Claim 138 is rejected under 35 U.S.C. 112, second paragraph, as being indefinite 
for failing to particularly point out and distinctly claim the subject matter which applicant 
regards as the invention. 

Claim 138 is indefinite in the use of the phrase "salt of bupropion hydrochloride". 
Hydrochloride (HCI) is a salt of bupropion. It is unclear what a salt of hydrochloride is. 

Claim Rejections - 35 USC § 102 

The following is a quotation of the appropriate paragraphs of 35 U.S.C. 102 that 
form the basis for the rejections under this section made in this Office action: 
A person shall be entitled to a patent unless - 

(b) the invention was patented or described in a printed publication in this or a foreign country or in public 
use or on sale in this country, more than one year prior to the date of application for patent in the United 
States. 

Claims 1-3, 6, 7, 14-44, 54-65, 67, 68, 72, 75-78, 91-1 15 and 123-128 are 
rejected under 35 U.S.C. 102(b) as being anticipated by Seth US 6,143,327. 
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Seth discloses a delayed release tablet of bupropion HCI comprising a core, a 
first coating and a second coating (see abstract, and claim 13). Core comprises 
between 70 and 98% of bupropion HCI, and conventional excipients including lubricant 
and binder (column 2, lines 18-40). Lubricant includes glyceryl behenate in an amount 
between 0.5 and 10% (ID). Binder includes polyvinyl alcohol in an amount between 2 
and 25% (ID). First coating comprises 20-85% water-insoluble, water permeable film- 
forming polymer, 5-30% plasticizer, and 10-75% water-soluble polymer (column 3, lines 
5-39). Water-insoluble, water permeable polymer includes cellulose ether such as 
Ethocel® or Ethocel PR100 (ID, and examples). Plasticizer includes polyethylene 
glycol, such as PEG 1450 (column 3, lines 41-43). Water-soluble polymer includes 
polyvinylpyrrolidone (ID). Second coating comprises 40-90% methacrylic acid 
copolymer type C, 10-60% plasticizer, and additive including silicon dioxide (column 3, 
lines 56 through column 4, lines 1-14; and column 11, lines 35-41). The amount of 
silicone dioxide is about 18.8% based on the dry weight of the second coating (column 
1 1 , lines 35-38 (2.1 mg of silicon dioxide out of 1 1 .2 mg of the total dry weight of the 
second coating)). Seth also discloses the dissolution profile of after 2 hours from 0 up 
to 30% of the bupropion HCI is released, after 4 hours from 3 to 22% of bupropion HCI 
is released, after 6 hours from 15 to 38% of bupropion HCI is released, and after 8 
hours more than 40% of bupropion HCI is released (column 4, lines 33-40). It is noted 
that the release rates between 4 and 6 hours taught by Seth would read over the 
claimed release profile of after about 4 hours. 
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It is noted that Seth does not explicitly teach the limitations that the moisture 
barrier does not function as an enteric coating as defined by a USP test, as well as the 
dissolution of after about 16 hours. However, it is the position of the examiner that such 
limitations are clearly inherent, because Seth discloses the claimed dissolution of after 
about 2 hours, about 4 hours, and about 8 hours, wherein after 8 hours, more than 40% 
of the bupropion HCI is released, and because Seth discloses the use of the claimed 
moisture barrier polymer, namely, methacrylic acid copolymer type C or Eudragit L 30 
D-55 (see column 3, lies 56-67). When the claimed and prior art products are identical 
or substantially identical in composition, a prima facie case of either anticipation or 
obviousness has been established. In re Best, 562 F.2d 1252, 1255, 195 USPQ 430, 
433 (CCPA 1977). Furthermore, products of identical chemical composition cannot 
have mutually exclusive properties. A chemical composition and its properties are 
inseparable. Therefore, if the prior art teaches the identical chemical structure, the 
properties applicant discloses and/or claims are necessarily present. In re Spada, 91 1 
F.2d 705, 709, 15 USPQ2d 1655, 1658 (Fed. Cir. 1990). 

Claim Rejections - 35 USC § 103 

The following is a quotation of 35 U.S.C. 103(a) which forms the basis for all 

obviousness rejections set forth in this Office action: 

(a) A patent may not be obtained though the invention is not identically disclosed or described as set 
forth in section 102 of this title, if the differences between the subject matter sought to be patented and 
the prior art are such that the subject matter as a whole would have been obvious at the time the 
invention was made to a person having ordinary skill in the art to which said subject matter pertains. 
Patentability shall not be negatived by the manner in which the invention was made. 
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The factual inquiries set forth in Graham v. John Deere Co., 383 U.S. 1 , 148 
USPQ 459 (1966), that are applied for establishing a background for determining 
obviousness under 35 U.S.C. 103(a) are summarized as follows: 

1 . Determining the scope and contents of the prior art. 

2. Ascertaining the differences between the prior art and the claims at issue. 

3. Resolving the level of ordinary skill in the pertinent art. 

4. Considering objective evidence present in the application indicating 
obviousness or nonobviousness. 

Claims 1-3, 6-48, 54-69, 72, 75-115 and 123-140 are rejected under 35 U.S.C. 
103(a) as being unpatentable over Seth US 6,143,327. 

Seth is relied upon for the reason stated above. Seth does not expressly teach 
the claimed amounts of enteric polymer and silicon dioxide in claims 66, 85 and 129- 
154, as well as the weight ratio of water-insoluble polymer to plasticizer to water-soluble 
polymer in claims 45-48 and 69. However, differences in concentration will not support 
the patentability of subject matter encompassed by the prior art unless there is evidence 
indicating such concentration is critical. Where the general conditions of a claim are 
disclosed in the prior art, it is not inventive to discover the optimum or workable ranges 
by routine experimentation. In re Aller, 220 F.2d 454, 456, 105 USPQ 233, 235 (CCPA 
1955). It would have been obvious to one of ordinary skill in the art to, by routine 
experimentation determine a suitable weight for the enteric polymer and silicone 
dioxide, as well as the weight ratio between water-insoluble polymer, plasticizer, and 
water-soluble polymer, because Seth teaches the claimed percentage weight of water- 
insoluble polymer, plasticizer, and water-soluble polymer, because Seth teaches about 
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1 8.8% of silicon dioxide and about 3.8% of Eudragit L30 D-55 (column 1 1 , lines 35-40), 
and because Seth achieved the same dissolution profile. 

It is further noted that Seth does not explicitly teach the claimed properties at the 
fasted state in claims 130-140. However, the burden is shifted to applicant to provide 
data showing that the delayed release tablet taught by Seth does not exhibit the claimed 
properties since Seth teaches the use of the same ingredients to obtain the same 
dissolution profile. When the PTO shows a sound basis for believing that the products 
of the applicant and the prior art are the same, the applicant has the burden of showing 
that they are not. In re Spada, 91 1 F.2d 705, 709, 15 USPQ2d 1655, 1658 (Fed. Cir. 
1990). 

Claims 1-140 are rejected under 35 U.S.C. 103(a) as being unpatentable over 
Seth US 6,143,327, in view of Noack et al. US 2004/0228915. 

Seth is relied upon for the reasons stated above. Seth does not expressly teach 
the weight gain of the coating. 

Noack teaches core coated with 15% weight gain shows the greatest extension 
of release of active over time, while core coated with 7% weight gain shows the least 
extension of time of active release (paragraph 0085). Thus, it would have been obvious 
to one of ordinary skill in the art to, by routine experimentation determine suitable 
amount of coating depends in the desirability of the release profile to obtain the claimed 
invention, because Seth teaches the claimed release profile, and because Noack 
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teaches the amount of coating can be vary and can be modified by routine 
experimentation depends in the desired release profile. 

Claims 141-154 are rejected under 35 U.S.C. 103(a) as being unpatentable over 
Seth US 6,143,327, in view of Ruff et al. US 5,763,493. 

Seth is relied upon for the reasons stated above. Seth does not expressly teach 
the moisture content, as well as the stability of the tablet. However, the burden is 
shifted to applicant to provide data showing that the coated tablet taught by Seth does 
not exhibit the claimed properties since Seth teaches the use of the same ingredients, 
the same coatings, and the same dosage form for the same active ingredient, namely, 
bupropion HCI. When the PTO shows a sound basis for believing that the products of 
the applicant and the prior art are the same, the applicant has the burden of showing 
that they are not. In re Spada, 91 1 F.2d 705, 709, 15 USPQ2d 1655, 1658 (Fed. Cir. 
1990). Nonetheless, to be more significant, Ruff teaches a stabilized pharmaceutical 
solid dosage form suitable for bupropion HCI comprises stabilizer, such as acid to 
maintain its initial bupropion potency after one year (see abstract). Ruff further teaches 
the solid dosage form contains at least 90% of undegraded bupropion after one year of 
storage at temperature ranges between 15-25°C and 35-60%RH (column 1 , lines 50- 
65). Thus, it would have been obvious to one of ordinary skill in the art to modify the 
bupropion HCI solid dosage of Seth in view of the teaching of Ruff to obtain the claimed 
invention, because Seth teaches the use of organic acid such as stearic acid (column 2, 



Application/Control Number: 10/507,525 Page 8 

Art Unit: 1615 

line 21 ; and examples), and because Ruff teaches the use of organic acid as a stabilizer 
(column 2, lines 8-17). 

Pertinent Arts 

The prior art made of record and not relied upon is considered pertinent to 
applicant's disclosure. Ludwig et al., Chungi et al., Chhabra et al., and Zhou et al. are 
cited as of interest for the teachings of solid compositions comprising bupropion. 

Correspondence 

Any inquiry concerning this communication or earlier communications from the 
examiner should be directed to Susan T. Tran whose telephone number is (571) 272- 
0606. The examiner can normally be reached on Monday through Thursday 6:00 am to 
4:30 pm. 

If attempts to reach the examiner by telephone are unsuccessful, the examiner's 
supervisor, Thurman K. Page can be reached on (571) 272-0602. The fax phone 
number for the organization where this application or proceeding is assigned is 571- 
273-8300. 
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Information regarding the status of an application may be obtained from the 
Patent Application Information Retrieval (PAIR) system. Status information for 
published applications may be obtained from either Private PAIR or Public PAIR. 
Status information for unpublished applications is available through Private PAIR only. 
For more information about the PAIR system, see http://pair-direct.uspto.gov. Should 
you have questions on access to the Private PAIR system, contact the Electronic 
Business Center (EBC) at 866-217-9197 (toll-free). 
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Examiner 
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